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Mr. Tom Jcrddns, President
Jenkins and Woolf
375 Elm Street
Idaho Falls, Idaho 83403

Ref, # - DEN-97-17

Dear Mr. Jenkins:

●
During an inspectionof your firm, Wasatch Medical Supply, inc., 2992 South Main Street,
Salt Lake City, Utah on February24-25, 1997,Conwrncr Safety Off’ccrJames E. Moote
dctcrmincd that your firm transfilla Liquid Medical Oxygen U.S.P, to patient home units.
Medical Oxygen is a dmg product as dcflncd by section 201(g) of the Federal Food, Drug, and
Cosmetic Act (the Act),

The above stated inspection tcvealcd tiwt your product, Oxygen U.S,P., is adulterated under
section 501(a)(2)(B) of the Act in that tha controls used for the manufacturing,processing,
packing, or holding of this product ate not in conformancewith currant good manufacturing
practim regulations (OMPS)under Title 21, ~(21 cFR), parts 210
and 211. Dcvintionsnoted during the inspection included, but were not Iimitcd to the following:

1, Failure to test each lot of incoming bulk oxygen to dctctminc conformance with
appropriate specifications for identity and strength [21 CFR 211.84(d)(2)J. For exam le,
our firm failed to chhcr witness the testing of the bulk liquid oxygen supplied by d

r perform an identity test on each VCSSCItcccivcd or filled by the supplier.

2. Failuro to establish wrhtcn proceduresdesigned to asm.rothat Oxygen U,S,P,, which is
transferred into home units, has the identity and strength it is purpottcd to or mptescnted
to possw [21 CFR 211.100(a)]. For example, there arc no written procedures
established regarding the following: analysis of liquid Oxygen, U.S.P.; transfllling of
patient home urdts; repair and maintenance of home units; cmploycc training; equipment
calibration; equipment clcming and complaint filcst
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3. Failure to provide adequate d~umen~tion that each significant step in the manufacture,

@

processing, packing, or holding of the batch was accomplishedand reviewed[21 CFR
211.188(b)]. For example, there are no batch recordscovcdng the processing of Mcdicai
Oxygen.

4* Faihrc to provide truiningsuflicicnt to enable cmployccs to perform their assigned
fbnctions [2] CFR 211.25(a)]. For example, there is no written cvidencc that employees
have rcceivcd proper training in the transfilling of MedicalOxygen.

5. Fahrc to pwforrn and document adequate pm-fill operations on each medical oxygen
cylinder, prior to filling [21 CFR 2I I.84(d)(3)]. For example, there are no procedures or
records which show that the cxtcmai vemcl, valve, volume or contents gauge, or product
label arc inspcctcd prior to filling.

6. Failure to establish written procedures for the reconciliationof the quantities of labeling
issued, used, and rctumcd. [21 CFR 211.125(c)].

At the conclusionof this inspection,Consumer SafetyOfliccr Moore issued a written report of
obscmations (FDA 483) to Ms.HeatherM. Mcndcnhall,CustomerScrvicc. A copy of that report
is cncloscd for your reference.

The above identificationof violations is not intendedto be an all inclusive list of deficiencies at

a

your facility, As President, it is your responsibility to assure adherence with all requirements of
the Act and @od ManufacturingRegulations.

These deviations may be indicative of corporate wide non-compliance, We recommend that
intcmal audits bc conducted at all your medical gas facilitiesand approprintcaction be taken to
assure that similar violations arc not occurring at other locations.

By copy of this Icttcr, wc arc advising the Health Care FinancingAdministration (HCFA) that
our inqxction of your firm rcvcaicdsignificant deviations fkomthe Act. I?Mymay ekct to
defer or discontinue payment for any health care product in violation of state or federal law.

I am enclosing a copy of the Food and Drug Administration’sbooklet entitled Compressed
Medical WCS (Mdclinc; a copy of the Federal Food, Drug,and Cosmetic Act; a copy of the
Fresh Ak ’97speech by Mr. Duane Sylvia of FDA’sCenter for Drug Evaluation and Research;
and 21 CFR 2I I, The Compressed Medical Oases Ouidclinecontains useful information on how
to comply with the rcquircmcntsof 2I CFR 211.

,

You should tic prompt action to comcctthese dcviritions. Failure to promptly correct these
deviations may result in regulatory action, including seizureor injunction, without further notice,
Fcdcrnlagcncics arc advised of the ismmcc of all warningIcttcrs so that they may take this
information into account when considering the award of contracts.
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Please advise this ofl’lce in writing, ~thinfi~ccn(15) working days afler rcccipt of this Icttcr, of

●
the specific actiona you have taken to correct the violations, Your response should include: (1)
each step that has or will bc taken to completely correct the current violations md prevent the
rccurmnca of similar violations; (2) the time when correction will bc completed; (3) any mason
why the action is not complctcd within the response time md (4) any documentation ncccssary to
indicate correction has been achicvcd. Your responseshould bc dircctcd to Ms. Regina A.
Bard, Compliance Offkcr, at the above address.

Sinccrcly,

n

w Dis~ct Director

Enclosures:
As Stated in Letter

cc: Ms. Judy Anderson
Vice President
Wasatch Medical Supply, Inc.
2992 South Main Street
Salt Lake City, Uti 84115

w

Ms. Mary Kay Smith
RegionalAdministrator
Health Care Finance Administration, DHHS Region Viii
Byron0, Rogers Federal Building
1961Stout StrccL FiRh Flmr
Denver,Colorado 80294-3538


